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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

MEMORANDUM 

SUBJECT: Review of Mammalian Toxicology of the End-Use Product, Nexa Cedarwood Oil 
Moth Protection, containing the active ingredient, Cedar Oil. (pC Code 040505; 
File Jacket # 069129-R; Submission: S534429; DP Barcode: D241915) 

TO: 

FROM: 

TllRU: 

John Tice, Regulatory Action Leader 
Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division (7511 W) 

Sheryl K. Reilly, Biologist 
Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division (7511 W) 

Roger Gardner, Toxicologist 
Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division (7511 W) 

I. INTRODUCTION 

The Biopesticides and Pollution Prevention Division (BPPD) has reviewed toxicology data and 
waivers submitted by BioLogic, Inc. to assess potential hazards and exposures to humans and the 
environment that might result from the proposed use of Nexa Cedarwood Oil Moth Protection, 
containing the active ingredient, Cedar Oil as an indoor clothes moth repellant. 

ll. HAZARD IDENTIFICATION 

A. Data Waiven 

The following waivers were requested by the registrant: 

152 Series Toxicology, based on the active ingredient's GRAS status (21 CFR § 172.515) as a 
synthetic flavoring agent in food by the U. S. Food and Drug Administration, and the Agency's 
waiver of all toxicology data requirements in the September, 1993 Reregistration Eligibility 
Decision document. 
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birds. fish. plants and aquatic species. Effects to nontarget insects are expected to be negligible. 
All ecological effects and environmental fate data were also waived in the September. 1993 
Reregistration Eligibility document. ' 

All of the waivers requested were considered appropriate by BPPD, based on the above rationale. 
In addition, cedarwood o,il is exempt from regulation under FIFRA § 25(b )(2), at 40 CFR 
152.25(g). Although the active ingredient is exempt from regulation under FIFRA, the product 
contained inerts that were not listed on the List 4A inerts, thus the product must be registered 
with the Agency. Product chemistry data have been submitted for the product and is the subject 
of a separate memorandwn. 

B. Toncology Data 

Although waivers for toxicology were requested and considered appropriate by BPPD, the 
registrant submitted 4 toxicology ~es for review. The summaries follow: 

Acute Oral Toxicity (MRID No. 444120-01): CEL 590 16 I VP, containing the active 
ingredient, cedar wood oil, was administered undiluted to 10 Sprague-Dawley rats (5 per sex) via 
oral gavage at a single dose (2000 mgIkg), and the animals were observed for lethality and toxic 
signs for 14 days. The only toxic signs noted was slight to moderate "apathy" for approximately 
30 minutes post-exposure, which presumably means lethargy or inactivity. No deaths occurred 
during the study. No gross lesions were observed in any organs at necropsy. The study is 
aceeptable, and the LDSO Is > 2000 mglkg. This places the test material in acute oral Toxicity 
Categorym. ' 

PUot Study Inhalation Toxicity (MRID No.' 444120-02): CEL 590 16 I VP, containing the 
active ingredient, cedar wood oil, was administered to 10 Sprague-Dawley rats (5 per sex) via the 
inhalation route for 28 days. This was accomplished by placing the rats in containers that were 
covered up to 90010 in plastic, and a plastic blister pack with a dispenser volume of 9 ml test 
substance was fastened onto the cage. The main ingredients in CEL 590 16 I VP, (-}cx-cedrene 
and (+ }cedrol, were analyzed by gas chromatography of air samples and adsorption onto 
charcoal filters on days 1-3,25 and 28. This demonstrated that the exposure to (-)-cx-cedrene 
decreased from 484 mg/ml on day 1, to 137 mglm' on day 28, while the concentration of(+} 
cedrol remained more constant at 67 mg/m' on day 1 and 47 mg/ml on day 28. The rats tried to 
avoid the smell of the test substance by burrowing into the cage bedding. and tried to stay as far 
away from the source as possible. No toxic signs nor deaths occurred during the study. Two 
animals per sex were sacrificed and necropsied at the end of the study, and no gross lesions were 
observed. The study is not acceptable (nor upgradeable) for an acute or subchronic (9O-day) 
inhalation study, according to EPA guidelines (§ 81-3/152-12 or 82-4). In order to qualify as an 
acceptable study under EPA guidelines, an inhalation study must be performed with a dynamic 
air flow through in an inhalation chamber, equipped to measure oxygen concentration and test 
substance concentration in the breathing zone, and air particle size analysis. All of these 
measurem~ts must be performed in order to determine the actual dose/respirable particle sizes 
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